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Box No. I Basis of the report 

1 . With regard to the language, this report is based on: ~~ 
El the international application in the language in which it was filed 

□ a translation of the international application into 

translation furnished for the purposes of: 

□international search (Rules 12.3(a) and 23.1(b)) 
□publication of the international application (Rule 12.4(a)) 
□international preliminary examination (Rules 55.2(a) and/or 55.3(a)) 

2. With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished 
to the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" and are not 
annexed to this report): 

□ the international application as originally filed/furnished 

□ the description: 

as originally filed/furnished 



. , which is the language of a 



pages 



received by this Authority on 
received by this Authority on 



□ the claims: 



as originally filed/furnished 

as amended (together with any statement)under Article 19 



received by this Authority on 
received by this Authority on 



□ the drawings: 



pages 
pages * 



received by this Authority on 
received by this Authority on 



as originally filed/furnished 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 
3. □ The amendments have resulted in the cancellation of: 



□ the description, pages 

□ the claims, Nos. 



□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 



4. □ This report has been established as if (some of) the amendments annexed to this report and listed below had not been made 
since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 



□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 
□ 



□ any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement: 

Novelty (N) 



Claims 1-12 
Claims 



YES 
NO 



Inventive step (IS) 



Claims 1-12 
Claims 



YES 
NO 



Industrial applicability (IA) 



Claims 1-12 
Claims 



YES 
NO 



2. Citations and explanations (Rule 70.7) 

1. Cited Documents 

Dl: CN1067055C (PFIZ ) PFIZER RES & DEV CO NV SA), 13 June.2001, whole document 

D2: CN1 100O38C (Zhang Xitian), 29 Jan.2003, whole document 

D3: EP0331315A2 (Pfizer Limited), 06. September. 1989, whole document 

D4:WO03/035623Al (Sepracor, INC), 01.May.2003, whole document 

D5: US6057344A (Sepracor, INC), 02.May.2000, whole document 

D6: Journal of Analytical Science, Vol.19, No.l, Mar., 2003, "Enantiomoeric Separation of Amlodipine by High 
Performance Capillary Electrophoresis", p33-35 

2. Novelty 

The methods claimed by claims 1-6 relate to the enantiomoeric separation of optical active amlodipine, which 
comprising: dissolve the racemic amlodipine and L-(+)-tartaric acid in a solvent containing 2-butone, separate the 
resulting (S)-(-)-arnlompme-I^(+)-tartaric salt, then subjected to recrystallation in lower alkanol to yield a solid, 
after which a lower halogenated alkane is added, neutralize with base, finally afford the (S)-(-)-amlodipine. 
Documents D1-D6 also disclose methods for the enantiomoeric separation of optical active amlodipine. However, 
documents D1-D2 use DMSO-d6 or DMSO as solvent, documents D3 and D5 relate to the separation using 
cinchonidine in methanolic solution, document D4 uses DMAC as solvent, and document D6 relates to the 
enantiomoeric separation of emlodipine by high performance capillary electrophoresis, thus none of the cited prior 
art disclose the subject claimed by claims 1-6, and claims 1-6 satisfy the criterion set forth in Article 33(2) and are 
considered to be novel in respect of the prior art as defined in the regulations (Rule 64 PCT). 

Based on the same reason, claims 7-12 also satisfy the criterion set forth in Article 33(2) and are considered to be 
novel in respect of the prior art as defined in the regulations (Rule 64 PCT). 

3. Inventive Step 

Documents D1-D2 and D4 are regarded as the closest prior art. However, the use of DMSO and DMSO-d6 as resolution 
solvents in D1-D2 shows the following disadvantagest: high boiling points and difficulty to recover in the production 
process, and the use of DMAC as resolution solvents in D4 shows the following disadvantages: high toxicity, high 
boiling points and being prone to give rise to pollution during the production process. Wheras the method of claim 1-12 
use 2-butone as resolution solvent, and thus overcome the above disadvantages. 

Although the methods disclosed in Dl and D2 also used 2-butanone, however, the 2-butanone in said methods were 
used as co-solvent, rather than the solvent for resolution. 

Thus, this different selection of the resolution solvent is not obvious to the person skilled in the art, claims 1-12 thus 
satisfy the criterion set forth in Article 33(3) and are considered to be no obvious in respect of the prior art as defined in 
the regulations (Rule 65 PCT). 

4. Industrial Applicability 

The subjects claimed by claims 1-12 of the present invention fulfil the criterion of industrial apphcability set forth in 
Article 33(3) PCT. 
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